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Action Requested

Provide a Dietary Risk Evaluation System (DRES) analysis of
the dietary exposure for myclobutanil through the proposed use on

bananas. The petition requests that a tolerance of 4.0 ppm in/on

bananas be established.
Discussion

. CBTS concludes that for risk assessment purposes only,
residues from the proposed use will not exceed 0.8 ppm in banana
pulp (See memo, N. Dodd, 4/4/96). Thus, for the purposes of this
analysis, the 0.8 ppm figure was used.

A previous analysis (See memo, B. Steinwand, 5/9/96) showed
the risk of myclobutanil on bananas at 101.6% RfD for Non-Nursing
Infants (< 1 yr); data refinements were reguested. This analysis
reflects the incorporation of percent crop treated data supplied
by BEAD on the following commodities: grapes (the table grape
figure of 79% was used for all grape commodities), almonds (1%),
apples (60%), pears (8%), apricots (1%), cherries (47%),
nectarines (21%), peaches (22%), plums (3%), and cotton (1%).
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Toxicological Endpoint

The chronic analysis used a reference dose (RfD) of 0.025
mg/kg body weight/day, based on a no chserved effect level (NOEL)
of 2.49 mg/kg bwt/day and an uncertainty factor of 100 (Memo, G.
Ghali to S. Robbins and L. Rossi, 6/16/94). The NOEL is based on
' a two-year rat feeding. study that demonstrated testicular atrophy
as an endpoint effect. An acute dietary assessment is not .
required (Toxicological Endpolnt Selection Document, Pam Hurley,
7/12/94) . Myclobutanll is cla531f1ed as a Group E chemical.

Residue Infbrmatlon‘

Tolerances for myclobutanil are published in 40 CFR §
180.443, 185.4350. and 186.4350. Tolerances had not been
established in/on any banana commodities. Percent crop treated
information have been incorporated where available (See note, A.
Halvorson, 5/28/96). ©No anticipated residue (AR) data is
available. ' :

Results

A summary of the residue information and ARs included in

this analysis is attached as Table 1. A DRES chronic exposure
analysis was performed using tolerance level residues and
percent crop treated information where available to estimate the
Theoretical Maximum Residue Contribution (TMRC), and the
Anticipated Residue Contribution (ARC) for the general population
and 22 subgroups. Summaries of the TMRCs and ARCs and their
representations as percentages of the Reference Dose (RfD) are
included as Tables 2 and 3.

Chronic Exposure Analysis

. Exposure from Existing Tolerances for myclobutanil:

Subgroup _ ' Exposure {(mg/kg/day) 3RfD
U.S. Population . 0.003101 . 12.4
Non-Nursing Infants (< 1 yr) 0.017215 . 68.8

Proposed new Tolerance on banhanas:

U.S. Population 0.000185 : 0.7
Non-Nursing Infants (< 1 yr) 0.000867 3.4
If the new tolerances are approved:

U.S. Population 0.003286 13.1

Non-Nursing Infants (< 1 yr) 0.018082 72.3



Conclusions .

The chronic analysis for myclobutanil is not a worst case
estimate of dietary exposure, and includes some percent crop
treated information. Based on the risk estimates calculated in
this analy51s, it appears that chronlc dletary risk from the uses

recommended is not of concern.

Attachments
cc: DRES, Caswell# 723K, CBTS (N. Dodd ), PM~21 C. Welch



THeLE 1

ANTICIPATED RESIDUE INFORMATION FOR CASWELL NUMBER 723K DATE: 06/19/96 PAGE: 1
CHEMICAL STUDY TYPE EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS

Myclobutanit nm<mnm:m\xmpp<u 2yr feeding- rat Testicular atrophy. AD] UF -->100 No data gaps. HED reviewed 01/27/88

Caswell #723K NOEL= 2.4900 mg/ky : OPP RfD= 0.025000 EPA verified 02/25/88
CAS No. 88671-89-0 . 50.00 ppm EPA RfD= 0.000000 WHO reviewed 1992

A.I. CODE: 128857 LEL= 9.8400 mg/kg : . RfD/PR reviewed 04/28/94
CFR No. 180.443 200,00 ppm No evidence of carcinog- EPA deferred 04/28/94
185.4350 ONCO: E (RfD/PR Committee)| enicity in rats or mice. On IRIS.
TOLERANCE ANTICIPATED . RES. VALUE USED
FOOD CODE FOoD m@oc FORM PET.# (ppm) RESIDUE (ppm). AR STATISTIC TYPE % CROP TREATED IN TAS RUN (ppm).

01014AA  GRAPES-FRESH 10 RAW-FRESH OR NFS 7F3476 P 1.000000 1,000000 79.00 0.790000
01014AA - GRAPES-FRESH 21 COOKED-NFS -~ 7F3476 P 1.000000 1.000000 79.00 0.790000
01014AA  GRAPES-FRESH 31 COOKED-FRESH Ox CANNED TF3476 P 1.000000 1.000000 - 79.00 0.790000
01014DA  GRAPES-RAISINS 10 RAW-FRESH OR NFS 7H55324 P 10.00000 10.000000C 79.00 7.900000
01014DA  GRAPES-RAISINS 21 COOKED-MNFS 7H5524 P 10.00000 10.000000C 79.00 . 7.200000
01014DA  GRAPES-RAISINS 22 COOKED-FRESH-BAKED 7H5524 P 10,.00000 10.000000C 79.00 7.900000
01014JA  GRAPES-JUICE 10 RAW-FRESH DR NFS TF3476 P 1.000000 1.006000 79.00 0.720000
0101444  GRAPES-JUICE 15 RAW-FRESH OR CANMED TF3476 P 1.000000 1.000000 79.00 0.790000
0101444 GRAPES-JUICE 21 COOKED-NFS 7F3476 P 1.000000 1.000000 79.00 0.790000
03001AA  ALMONDS 10 RAW-FRESH QR NF$~ v OF3876 P 0.100000 0.100000 1.00 0.007000
03001AR  ALMONDS 21 CODKED-NFS 0F3876 P 0.100000 0.100000 1.00 0.001000
03001AA  ALMONDS 22 COOKED-FRESH-BAKED OF3876 P 0.100000 0.100000 1.00 0.001000
04001AA  APPLES-FRESH 10 RAW-FRESH OR NFS 7F3476 P 0.500000 ~0.500000 60.00 0.300000
D400TAA APPLES-FRESH 21 COOKED-NF$ TF3476 P 0.500000 0.500000 60.00 0.300000
04001AA  APPLES-FRESH 31 COOKED~FRESH OR CANNED - TF3476 P 0.3200000 0.500000 60.00 0.300000
04001AA  APPLES-FRESH 62 COOKED-FRESH OR FROZEN-BAKED TF3476 P 0.500000 0.500000 60.00 0.300000
04001DA  APPLES-DRIED 10 RAW-FRESH OR NFS TF3476 P 0.500000 0.500000 60.00 0.300000
04001DA  APPLES-DRIED 22 COOKED-FRESH-BAKED TF3476 P 0.500000 0.500000 £0.00 0.300000
04001DA  APPLES-DRIED 62 COOKED~FRESH OR FROZEN-BAKED TF3476 P 0.500000 .0.500000 60.00 0.300000
04001JA  APPLES-JUICE 15 RAW-FRESH OR CANNED 7F3476 P 0.500000 0,500000 £0.00 0.300000
04001JA  APPLES-JUICE 31 COOKED-FRESH OR CANNED TF3476 P 0.500000 0.500000 60.00 0.300000
04002AA . CRABAPPLES 00 NOT SPECIFIED (NQ CONSUMPTION) QF3812 A .0,500000 0.500000 100.00 0.300000
04003AA  PEARS-FRESH 10 RAW-FRESH OR NFS . 9F3812 A 0.500000 0.500000 &.00 0.040000
04003AA  PEARS-FRESH 31 COOKED-FRESH OR CANNED 9F3812 A 0.500000 *0.500000 . 8.00 0.040000
D4003AA  PEARS-FRESH 51 COOKED-~CANNED 9F3812 A 0.500000 0.500000 8.00 0.040000
04003AA  PEARS-FRESH 62 COOKED-FRESH OR FROZEN-BAKED 9F3812 A 0.500000 0.500000 8.00 0.040000
04003DA  PEARS-DRIED 10 RAW-FRESH OR NFS 9F3812 A 0.500000 0.,500000 §.00 0.040000
Q40030A  PEARS-DRIED 21 COOKED-NFS - 9F3812 A 0.500000 0.500000 8.00 0,040000
04004AA  QUINCES 00 NOT SPECIFIED (NO nOchzvq_OZV 9F3812 A 0.5000C0 0.500000 100.00 0.500000
05001AA  APRICOTS-FRESH 10 RAW-FRESH-CR NFS . 1F3954 P 2.000000 2.000000 1.00 0.020000
‘05001AA  APRICOTS-FRESH 21 COOKED-NFS 1F3954 P 2.000000 2.000000 1.00 0.020000
05001AA  APRICOTS-FRESH 31 COOKED-FRESH OR CANNED 1F3954 P 2.000000 2.0600000 1.00 0.020000
05001DA  APRICOTS-DRIED 10 RAW-FRESH OR NFS 1F3954 P 2.000000 2.000000 1.00 . 0.020000
05007DA  APRICOTS-DRIED 22 CODKED-FRESH-BAKED 1F3954 P 2.000000 2.000000 1.00 0.020000
05002AA - CHERRIES-FRESH 10 RAW-FRESH OR NFS 2F4116 P 5.000000 5.000000 . 47.00 2.350000
05002AA  CHERRIES-FRESH 21 COOKED-NFS 2F4116 P 5.000000 5.000000 47.00 2.350000
05002AA  CHERRIEBS-FRESH 37 CODKED-FRESH OR CANNED 2F4116 P 5.000000 5.000000 47.00 , ‘m.uwccoo
05002AA  CHERRIES-FRESH 62 COOKED-FRESH OR FROZEN-BAKED 2F4116 P 5.000000 5.000000 47.00 2.350000
05002pA  CHERRIES-DRIED 00 NOT SPECIFIED (NG nOzmczvqaozu 2F4116 P 5.000000 5.000000 47,00 2.350000
05002JA  CHERRIES~JUICE 15 "RAW-FRESH OR CANNED 2F4116 P 5.000000 5.000000 47.00 2.350000




DATE: 06/19/96

PAGE: 2

ANTICIPATED RESIDUE INFORMATION FOR CASWELL NUMBER 723K
CHEMICAL STUDY TYPE EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS

Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. ADI UF -->100 No data gaps. HED reviewed 01/27/88

Caswell #723K E © NOEL= 2.4900 wmg/kg opp rfD= 0,025000 EPA verified 02/25/88

CAS No. '88671-89-0 50.00 ppm EPA RfD= 0.000000 WHO reviewed 1992

A.1. CODE: 128857 LEL= 2.8400 mg/kg . RfD/PR reviewed 04/28/94

CFR Ne, 180.443 200.00 ppm No evidence of carcineg- EPA deferred 04/28/9%%

~ 185.4350 - ONCO: E (RfD/PR Committee)| enicity in rats or mice, On IRIS.

) TOLERANCE ANTICIPATED RES. VALUE USED
FOOD CODE - FoOD FOOD FORM PET.# {ppm) RESIDUE (ppmy AR STATISTIC TYPE % CROP TREATED IN TAS RUN (ppm)
05002JA CHERRIES-JUICE 21 COOKED-NFS 2F4116 P 5.000000 5.000000 47.00 2.350000
0S003AA  NECTARINES 10 RAW-FRESH OR NFS QF3811 P 2,000000 2.000000 21.00 0.420000
05004AA - PEACHES-FRESH 10 RAW-FRESH OR NFS 9F3811 P 2.000000 2.000000 22.00 0.440000
05004AA  PEACHES-FRESH 21 COOKED-NFS. @F3811 P 2.000000 2.000000 22.00 0.440000
05004AA  PEACHES-FRESH 31 COOKED-FRESH OR CANNED 2F3811 P 2.000000 2.000000 22.00 0.440000
05004AA  PEACHES-FRESH 51 ‘COOKED-CANNED ) PF331 P 2.000000 2.000000 22.00 -0.440000
05004DA  PEACHES-DRIED 10 RAW-FRESH OR NFS 2F3811 P 2.000000 2.000000 22.00 0. 440000
05004DA  PEACHES-DRIED 21 COOKED-NFS- PE3811 P 2.000000 2.000000 22.00 0.440000
05005AA  PLUMS-FRESH 10 RAW-FRESK OR NFS . 1F3954 P 2.000000 2.000000 3.00 0. 060008
05005AA  PLUMS-FRESH 31 COOKED~FRESH OR CANNED 1F3954 P 2.000000 2.000000 3.00 0.060000
0500504  PLUMS-PRUNES 10 RAW-FRESH OR NFS 145608 P 8.000000 &,000000C 3.00 0.240000
05005DA . PLUMS-PRUNES 21 COOKED-NFS . 1HS408 P 8.000000 8.000000¢C 3.00 0.240000
05005DA  PLUMS-PRUNES 31 COOKED-FRESH OR CANNED TH5608 P 8.000000 8.000000C 3.00 0.240000
0500548  PRUNE-JUICE 10 RAW-FRESH OR- NFS 1F3954 P 2.000000 2.000000 2.00 0.060000
05005JA . PRUNE-JUICE 62 COOKED-FRESH OR FROZEN-BAKED 1F3954 P 2.000000 -  2.000000 3.00 0.060000
06002AA  BANANAS-UNSPEC 22 COOKED-FRESH-BAKED . . 2E04141 N 4.000000 0.800000 100.00 " 0.800000
D56002AB  BANANAS-FRESH - 10 RAW-FRESH OR NFS 2E04TAT . W 4.000000 0.800000 100.09 0.800000
06002AB  BANANAS-FRESH 21 COOKED-NFS ’ 2E04141 N 4.000000 0.800000 100.00 0.300000
06002AB  BANANAS-FRESH 31 COOKED-FRESH OR CANNED 2E04141 N 4.000000 @, 800000 100.00. 0.800000
06002DA  BANANAS-DRIED 10 RAW-FRESH OR NFS 2EQ4141 N 4.000000 0.800000 100.00 0.800000
06002DA w>z>z>m-cmHmD 21 COOKED-NFS 2EQ414T N 4.000000 0.800000 100.00 0.800000
06016AA  PLANTAINS 21 COOKED-NF$ 2E04141 N 4.000000 0.,800000 100.00 0.800000
06016AA  PLANTAINS 23 COOKED-FRESH-BOILED 2E04141 N 4.0000C0 0.800000 100.00 0.800060
06016AA  PLANTAINS 25 CODKED-FRESH-FRIED REQ414T N 4.000000 ¢.800000 100.00 0.800000
2700304  COTTONSEED-OIL 18 PROCESSED OIL 4F4317 P 0.020000 0.020000 1.00 0.000200
27003WA  COTTONSEED-MEAL 18 PROCESSED OIL ~ 4F4317 P 9.020000 0.020000 1.00 0.000200
43058AA  WINE AND SHERRY 10 RAW-FRESH OR NFS TE34756 P 1.000000 1.000000 79.00 0, 790000
430588A  WINE AND SHERRY 21 COOKED-NFS$ - TF3476 P 1.000000 1.000000 79.00 0.790000
5000008  MILK-NON-FAT -SOL 10 RAW-FRESH OR NFS OF3876 P 0.200000 0.200000 140.00 0.200000
50000DB  MILK-NON-FAT S0l 21 COOKED-NFS OF3876 P 0.200000 0.200000 100.00 0.200000
5000008  MILK-NON-FAT SOL 51 COQKED-CANNED GF3876 P 0.200000 0.200060 100.00- 0.200000
S50000FA  MILK-FAT SOLIDS 10 RAW-FRESH OR NFS OF3876 P 0.200000 0.200000 100.00 0.200000
50000FA  MILK-FAT SOLIDS 21 COOKED-NFS OF3876 P 0.200000 0.200000 100.00 0.200000
SO000FA - MILK-FAT SOLIDS 51 COOKED-CAMNED OF3874 P 0.200000 0.200000 100.00 $.200000
500005A  MILK SUG (LACT) . 21 COOKED-NFS OF3876 P 0.200000 0.200000 100.00 0.200000
500005A  MILK SUG (LACT) 51 COOKED-CANNED 0F3876 p 0.200000 0.200000 -100.00 0.200000
53001BA  BEEF-MEAT BYP 21 COOKED-NFS OF3876 P 0.200000 0.200000 100.00 0.200000
$3001BA  BEEF-MEAT BYP 26 COOKED-FRESH-PICKLED,CORNED,OR CURED  OF3876 P 0.200000 0.200000 100.00 0.200000
5300188  BEEF-OTH ORGAN 21 COOKED-NFS OF3876 P 0.200000 0, 200000 100.00 06.200000
53001BB  BEEF-OTH ORGAN 51 COOKED-CANNED OF3876 P 0.200000 100.C0 0. 200000

o

0.200000




.>zq~n_v>qmc RESIDUE INFORMATION FOR CASWELL NUMBER 723K
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" CHEMICAL STUDY TYPE EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS
Myclobutanil Am<mﬁm:m\mmﬁ_<u 2yr feeding- rat Testicular atrophy. ADT UF -->100 No data gaps. HED reviewed oQ\ww\mm
Caswell #723K - £ NOEL= 2.4900 mg/kg - OPP RfD= 0,025000 . EPA verified 02/25/88
CAS No. 88671~ -89-0. s 50.00 ppm - EPA RfD= 0.000000 WHO reviewed 1992
A.l, CODE; 128857 LEL= 9.8400 mg/ky RfD/PR reviewed 04/28/94
CFR No. 180.443 200.00 ppm No evidence of carcinog- EPA deferred 04/28/94
185.4350 ONCO: .E (RfD/PR Conmittee}| enicity in rats or mice. On IRIS.
TOLERANCE ANTICIPATED } RES. VALUE USED
FOOD CODE FOOD, FOOD FORM i PET.# Cppm) RESIDUE (ppm) AR STATISTIC TYPE % CROP TREATED IN TAS RUN (ppm)
53001DA- BEEF-DRIED 21 COOKED-NFS 0F3876 P 0.100000 0.100000 100.00 0.100000
53001FA  BEEF-FAT 10 RAW-FRESH OR NFS 0F3876 P 0,050000 0.050000 . 100.90 0.030000
53001FA  BEEF-FAT 21 COOKED-NFS . OF3876 P 0.050000 0.050000 100.00 0.050000
53001FA BEEF-FAT 22 COOKED- FRESH-BAKED OF3876 P 0.050000 0.056000 100.00 0.050000
53001TFA  BEEF-FAT 23 COOKED-FRESH-BOILED 0F3876 P 0.050000 0.050000 100.00 " 0.,050000
'53001FA  BEEF-FAT 24 COUKED-FRESH-BRO1LED ~0F3876 P 0.050000 0.050000 100.00 0.050000
5300%iFA  BEEF-FAT 25 COOKED-FRESH-FRIED 0F3876 P 0.050000 0.050000 100.00 0.050000
53001KA  BEEF-KIDNEY 21 COOKED-NFS 0F38746 P (0.200000 0.200000 100.00 0.200000
53001LA  BEEF-LIVER 25 COOKED-FRESH-FRIED 0F3876 P 1.000000 1.000000 100.00 1.000000
53001LA  BEEF-LIVER 31 COOKED-FRESH OR CANNED 0F38746 P 1.000000 1.000000 100.00 1.000000
53001MA  BEEF-LEAN 10 RAW-FRESH OR NFS - 0F3876 P 0.100000 0.100000 100.00 0,100000
53001MA  BEEF-LEAN 21 COOKED-NFS . OF3876 P 0.100000 0.100000 100.00 0.100000
53001MA  BEEF-LEAN 22 COOKED-FRESH-BAKED 0F3876 P 0.100000 0.100000 ' 100.00 0.100000.
53001MA  BEEF-LEAN 23 COOKEDP~FRESH-BOILED . . OF3876 P 0.100000 0. 100000 100.00 0.100000
53001MA  BEEF-LEAN 24" COOKED-FRESH-BRQILED ‘ 0F3876 P 0.100000 0.100000 100.00 0.100000
53002BA  GOAT-MEAT m<ﬁ 00 NOT SPECIFIED (NO CONSUMPTION) OF3876 P 0.200000 0.200000 100.00 0.200000
5300288 GOAT-OTH ORGAN 00 NOT SPECIFIED Azo CONSUMPTICN) QF3876 P 0.200000 0.200000 100.00 ¢.200000
53002FA . GOAT-FAT © 23 COOKED-FRESH-BOILED OF3876 P 0.050000 . 050000 160.00 0.050000
S3002FA  GOAT-FAY 25 COOKED-FRESH-FRIED OF3876 P 0.050000 - 0.050000 100.00 £.050000
S3002KA  GOAT-KIDNEY 00 NOT SPECIFIED (NO CONSUMPTION) QF3876 P 0.200000 0,200000 100.00 0.200000
S3002LA  GOAT-LIVER 00 NOT SPECIFIED (NO CONSUMPTION) 0F3876 P 1.000000 1.000000 100.00 1.006000
53002MA.  GOAT-LEAN © 23 COOKED-FRESH-BOTLED 0F3876 P 0.100060 0.100000 100.00 0.100000
53002MA  GOAT-LEAN 25 COOKED-FRESH-FRIED 0F3876 P 0.100000 0.100000 ’ 160.00 0.100000
53003AA  HORSE 00 NOT SPECIFIED (NO CONSUMPTION} 0F3876 P 1.000000 1.000000 100.00 1.000000
53005BA  SHEEP-MEAT BYP 21 COOKED-NF$ 0F3876 P 0.200000 0.200000 100.00 0.200000
53005BB  SHEEP-OTH ORGAN 21 COOKED-NFS 0F3876 P 0.200000 0.200000 100.00 0.200000
53005FA °~ SHEEP-FAT 21 COOKED-NFS ' 0F3876 P 0.050000 0.050000 100.00 0.050000
53005KA  SHEEP-KIDNEY 21 CODKED-NFS 4 0F3876 P 0.200000 0.200000 100.00 0.200000
53005LA  SHEEP-LIVER 00 NOT SPECIFIED (NO nozmc3v4~02v 0F3876 P 1.000000 1.000000 100.00 1.000000
53005MA  SHEEP-1EAN 21 COOKED-NFS 0F3876 P 0.100600 0.100000 100.00 0.100000
53005MA  SHEEP-LEAN 31 COOKED-FRESH OR CANNED 0F3876 P 0.100000 0.100000 100.00 0. 100000
53006BA  PORK-MEAT BYP 21 COOKED-NFS 0F3876 P 0.200000 0.200000 100.60 0.200000
5300688 PORK-OTH ORGAN 21 COOKED-NFS 0F387¢ P 0.200000 0.200000 100.00 0.200060
530068B PORK-OTH ORGAN 26 COOKED-FRESH-PICKLED,CORNED,OR CURED  OF3876 P 0.200000 0.200000 © 100.00 0.200000 .
53006F8  PORK-FAT 10 RAW-FRESH OR NFS 0F3876 - P 0.050000 0.050000 100.00 -0.050000
530046FA  PORK-FAT 21 COOKED-NFS 0fF3876 P 0.050000 0.050000 100.00 0.050000
53006FA  PORK-FAT 23 COOKED-FRESH-BOILED 0F3876 P 0.050000 0.0G50000 100.00 0.050000
53006FA  PORK-FAT 25 COOKED-FRESH-FRIED 0F3876 P 0.050000 0.050000 100.00 0.050000
53006FA  PORK-FAT 26 COOKED-FRESH- vwnxrmu CORNED,OR CURED  OF3876 P £.050000 0.056000 100.00 0.050000
53006KA  PORK-KIDNEY 21 COOKED-NFS QF3876 P c.mooooo 0.200000 100.00 0.200000
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CHEMICAL . STUDY TYPE EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS
Myclobutanil (Systane/Rally} | 2yr feeding- rat Testicular atrophy. AD UF -->100 No data.gaps. HED reviewed 01/27/88

Caswell #723K 5 NOEL= 2.4900 mo/fkg OPP RfD= 0.025000 EPA verified 02/25/88

CAS No. 88671-89-0 50.00 ppm - EPA RfD= 0.000000 WHO reviewed 1992

A.l. CODE: 128857 LELE ©.8400 mg/kg . RfD/PR reviewed 04/28/%4

CFR No. 180.443 200,00 ppm . No evidence of carcinog- EPA deferred 04/28/9%

) 185.4350 ONCO: E (RfD/PR Committee)| enicity in rats or mice. On IRIS,

) , TOLERANCE ANTICIPATED , RES. VALUE USED

FOQD CODE - FooD FOOD FORM PET.# (ppm)  RESIDUE (ppm) AR STATISTIC TYPE % CROP TREATED IN TAS RUN (ppm)
53006LA  PORK-LIVER 21 COOKED-NFS . OF3876 P 1.000000 1.000000 100.00 1.000000
S3004LA° PORK-LIVER - 25 COOKED-FRESH-FRIED 0F3876 P 1.000000 1.006000 100.00 1.000000-
53006MA  PORK-LEAN 21.COOKED-NFS 0f3876 P 0.100000 0. 100000 100.00 0.100000
53006MA  PORK-LEAN 25 COOKED-FRESH-FRIED 0F3876 P 0.100000 ¢.100600 100.00 ' 0.100000
53006MA  PORK-LEAN 26 COOKED~FRESH-PICKLED,CORNED,OR CURED  OF3876 P 0.100000 0.100000 100.00 0.100000
55008BA TURKEY-BYP . 21 COOKED-NFS . TF3476 P 0.020600 0.020000 100.00 0.020000
55008BA  TURKEY-BYP 26 COOKED-FRESH-PICKLED,CORNED,OR CURED  7F3476 P 0.020000 0.020000 100.00 0.020000
53008LA  TURKEY ORGAN 21 COOKED-MNFS TF3476 P 0.020000 0.02000¢ 100.00 0.020000
S5008LA° TURKEY ORGAN 25 COOKED-FRESH-FRIED TF3476 P 0.020000 0.020000 100.80 0.020000
55008MA  TURKEY /0 SKIN 21 COOKED-NFS 7F3476 P 0.020000 0.020000 100.00 0.020060
550084A  TURKEY W/O SKIN 31 COOKED-FRESH OR CANNED TF3476 P 0.020000 0.020000 100.00 0.020000
550084A  TURKEY W/O0 SKIN &2 COOKED-FRESH OR FROZEN-BAKED 7F3476 P 0.020000 0.020000 100.00 0.020000
55008MB  TURKEY+SKIN® 21 COOKED-NFS 7F3476 P 0.020000° 0.020000 100.00 0.020000
55008MB ©~ TURKEY+SKIN 25 -CUDKED -FRESH-FRIED TF3476 P 0.020000 0.020000 160.00 0.020000
55008MC  TURKEY-UNSPEC 21 COOKED-NFS ’ 7F3476 P 0.020000 - 0.020000 100.06 0.020000
55013BA  POULTRY,QTH-BYP 00 NOT SPECIFIED- (NO CONSUMPTION) 7F3476 P 0.020000 0.020000 100.00 0.02000¢
55013LA  POULTRY,ORGAN 25 COOKED-FRESH-FRIED TE3476 P 0.020000 0.020000 100.00 0.020000
55013MA  POULTRY,OTHER 21 COOKED-NFS TF3476 P 0.020000 0.020000 100.00 0.020000
55014AA  EGGS-WHOLE 10 RAW-FRESH OR NFS 7F3476 P 0.020000 0.020000 100.00 0,020000
55014AA  EGGS-WHOLE 21 COOKED-NFS ’ 7F3476 P 0.020000 0.020000. 100.00 ¢.020000
55014AA  EGGS-WHOLE 22 COOKED-FRESH-BAKED 7F3476 P 0.020000 0.020000 100.00 0.020000
55014AA  EGGS-WHOLE _ 23 COOKED-FRESH-BOILED 7F3476 P 0.020000 0.020000 100.00 - 0.620000
53014AA  EGGS-WHOLE 25 COOKED~-FRESH-FRIED 7F3476 - P 0.020000 0.020000 100.00 0.020000
55014AB EGGS-WHITE ONLY 10 RAW-FRESH OR NFS 7F3476 P 0.020000 0.020000 . 100.00 0.020800
5501448  EGGS-WHITE ONLY 21 COOKED-NFS TF3476 P 0,020000 0.020000 100.00 0.020000
55014AB  EGGS-WHITE ONLY 22 COOKED~FRESH-BAKED 7F3476 P 0.020000 0.020000 100.00 0.020000
55014AB  EGGS-WHITE ONLY 62 COOKED-FRESH OR: FROZEN-BAKED 7F3476 P 0.020000 0.020000 100.00 ¢, 020000
55014AB  EGGS-WHITE ONLY B1 COOKED-FROZEN TE34746 P 0.020000 0.020000 100.00 0.0200600
55014AC EGGS-YOLK ONLY 10 RAW-FRESH OR NFS TF3476 P 0.020000 0.020000 “100.00 0.020000
55014AC  EGGS-YOLK ONLY 21 COOKED-NFS 7F3476 P 0.020000 4. 020000 160.00 0.020000
55014AC EGGS-YOLK ONLY 25 COOKED-FRESH-FRIED 7F3476 P (.020000 0.020000 100,00 0.020000
55014AC  EGGS-YOLK ONLY 31 COOKED-FRESH OR CANNED 7E3476 P 0.020000 0.020000 100.00 0.020000
55015BA  CHICKEN-BYP 00 NOT SPECIFIED (NO CONSUMPTION) 7F3476 P 0.020000 ¢.020000 100.60 0.020000
55015LA  CHICKEN-ORGAN 21 CODKED-NFS | . 7F3476 P 0.020000 0.020000 - 100.00 0.020000
55015LA  CHICKEN-ORGAN 25 COOKED-FRESH~FRIED TF3476 P 0.020000 0.020000 100.00 0.020000
55015LA  CHICKEN-ORGAN 26 COOKED-FRESH-PICKLED,CORNED,OR CURED  7F3476 © P 0,020000 0.020000 100.00 0.020000
55015MA  CHICKEN-W/O SKIN 27 COOKED-NFS$ 7F3476 P 0.020000 0.020000 100.00 0020000
55015MA  CHICKEN-W/0 SKIN 22 COOKED-FRESH-BAKED TF3476 P 0.020000 0.020000 - 180.00 0.020000
55015MA  CHICKEN-W/OQ SKIN 25 COOKED-FRESH-FRIED " TF3476  p. 0.020000 0.020000 100.00 0.020000
55015MA  CHICKEN-W/0 SKIN 31 COOKED-FRESH OR CANNED 7F3476 P 0.020000 0.020000 100.00 ,020000




ANTICIPATED RESIDUE ‘INFORMATION FOR CASWELL NUMBER 723K

-DATE: 06/19/96

PAGE: 5

STATUS

CHEMICAL - STUDY TYPE . EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS .
Myclobutanil (Systane/Rally) | 2yr feeding- rat Testicular atrophy. ADI UF -->100 No data gaps. HED reviewed 01/27/88 -
Casuwell #723k" R HOEL="  2.4900 mg/kg OPP RfD= (.025000 EPA verified 02/25/88
CAS No. 88671-89-0 : 50.00 ppm EPA RfD= 0.000000 WHO reviewed 1992
A.1. CODE: 128857 LEL= 2.8400 mg/kg RTD/PR reviewed 04/28/%4
CFR No.-180.443 200.00 ppm No evidence of carcineg- EPA deferred 04/728/94
185.,4350 ONCO: E (RfD/PR Committee)} enicity in rats or mice. On IRIS.
TOLERANCE ANTICIPATED RES. VALUE USED
FOOD CODE FOOD FODD FORM PET.# (ppm)  RESIDUE (ppm} AR STATISTIC TYPE % CROP TREATED IN TAS RUN ¢ppin)
55015MA . CHICKEN-W/0 SKIN 53 COOKED-CANNED-BOILED - 7F3476 P 0.020000 0.020000 100.00 0.020000
55015MB  CHICKEN+SKIN 21 COOKED-NFS. : FF3476 P 0.G20000 0.020000 100.00 0.020000
25 COOKED~-FRESH-FRIED 7E3476 P 0.020000 0.020000 “100.00 0.020000

55015MB © CHICKEN+SKIN
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YOLERANCE ASSESSMENT SYSTEM ROUTINE CHRONIC ANALYSIS

CHEMICAL INFORMATION - ___STUDY TYPE

DATE: 06/19/96 ’ PAGE:

FEMALES (20 YEARS AND OLDER, NOT PREG, OR NURS)

0.002344 0.002980

11.918140

*Current TMRC does not include new or pending tolerances.
**Hew TMRC includes new, pending, and published tolerances.

EFFECTS REFERENCE DOSES DATA GAPS/COMMENTS STATUS
Wyclobutanil (Systane/Rally} | 2yr feeding- rat Testicular atrophy. AD1 UF -->100 No data gaps. HED reviewed 01/27/88
Caswetl #723K , NOEL= 2.4900 mg/kg OPP RfD= 0,025000 EPA verified 02/25/88
CAS No. 88671-89-0 - -~ 50.00 ppm . EPA RfD= 0.000000 WHO reviewed 1992 B}
A.I. CODE: 128857 . * LEL= 9.8400 mg/kg RfD/PR reviewed 04/28/94
CFR No. 180.443" 200.00 ppm No evidence of carcinog- . EPA deferred 04/28/%
185.4350 ONCO: E (RfD/PR Committee}] enicity in rats or mice. On _IRIS. i
TOTAL TMRC (MG/KG BODY WEIGHT/DAY) NEW TMRC DIFFERENEE EFFECT OF ANTICIPATED RESIDUES
. ) AS PERCENT AS PERCENT
POPULATION SUBGROUP CURRENT TMRC* NEW TMRC** OF RFD OF RFD ARC #RED
U.S. POPULATION - 48 STATES 0.004063 - 0.004988 19.952032 3.938056 0.003291 13.16464
U.S. POPULATION - SPRING SEASON 0.003757 0.004683 18.733984 3.705948 0.003048 12.27062
U.S. POPULATION - SUMMER SEASON- - = 0.004314 0.005312 21.246740 3.988964 0.003293 13.17179
U.S. POPULATION - FALL SEASON . : 0.004009 0.005013 20.050968 4,015116 0.003424 13.69729
U.S. POPULATION - WINTER SEASON .0.003935 0.004945 19.780728 4.038908 0.003379 13.51798
NORTHEAST REGION 0.004366 0.005336 21.344512 3.882480 0.003536 14.14578
KORTH CENTRAL REGION 0.004078 0.004990 19.960336 3.648624 0.003354 13.41566
SOUTHERN REGION . -0,003235 (.004084 16.334900 3.396776 0.002739 10,95446
WESTERN REGION . ) . 0.004741 0.006084 24.337032 5.372356 0.003826 15.30463
HISPANICS ) 0.004674 0.006334 25.335564 6.639352 0.004004 16.01458
NON-HISPANIC WHITES 0.004078 0.005062 20.2496%96 3.939344 0.003327 -13.30791 '
NON-H1SPANIC BLACKS 0.0031%5 0.0D03806 15.22264 2.443932 -0.0026%1 10.76532
NON-HISPANIC OTHERS 0.004125 0.005554 22.217176 ‘5,715540 0.003554 14.21757
NURSING INFANTS (< 1 YEAR OLD) 0.009474 0.013851 55.402928 17.507704 0.006173 24.,69198
NON-NURSING INFANTS (< 1 YEAR OLD) 0.0244%4 0.0295618 118.473404 20.496200 0.018146 72.58207
FEMALES {13+ YEARS, PREGNANT) 0.002867 0.003408 13,625664 2.158544 0.002284 9.13566
FEMALES 13+ YEARS, NURSING 0.003678 0.004496 17.982000 3.269008 0.003018 12.07335
CHILDREN (1-& YEARS OLD) 0.011227 0.014284 57.134188 12.227456 0.009556 38.22243
CHILDREN (7-12 YEARS OLD) 0.006287 0.007566 30.265880 5.119716 0.005353 21.41240
MALES (13-19 YEARS OLD) 0.003574 0.004232 16.929964 2.632688 0.003169 1267494
FEMALES (13-19 YEARS OLD, NOT PREG. OR NURSING) 0.002968 0.003531 14.123768 2.253356 0.002524 10.096%4
MALES (20 YEARS AND OLDER) : 0.002328 0.002946 11.783196 2.469720 0.001902 7.60941
2.541184 0.001815 7.26124




TADL = 2

TOLERANCE ASSESSMENT SUMMARY FOR Myclobutanil (Systane/Rally) DATE: - 06/19/96
USING ANTICIPATED RESIDUES
CASWELL #723K

ANALYSIS FOR POPULATION SUB-GROUP: U.S. POPULATION - 48 STATES

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY) . :
RESULT IN AN ARC OF: ' 0.003101 - MG/KG/DAY

THE EXISTING ARC IS EQUIVALENT TO: 12.406 % OF THE ADI.
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY) .

RESULT IN AN ARC OF: - 0.000185  MG/KG/DAY.
THESE NEW ANTICIPATED RESIDUES WILL OCCUPY: 0.738 % OF THE .AD1.
IF THE NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)

ARE APPROVED THE RESULTANT ARC WILL BE: 0.003286  MG/KG/DAY
THE NEW ARC WILL OCCUPY 13.144 % OF THE ADI.
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE .

CURRENT NEW PETITION HAVE AN ARC OF: 0.000005 ~ MG/KG/DAY
THIS ARG WILL QCCuPY 0.02% % OF THE ADI.

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT ARC WILL BE: 0.003291  MG/KG/DAY
THE TOTAL ARC WILL OQCCUPY 13.165 % OF THE ADI.

ANALYS!S FOR POPULAfIDN SUB-GROUP: NON-NURSING INFANTS (< 1 YEAR OLD)

EXISTING ANTICIPATED RESIDUES (PUBLISHED ONLY)

RESULT IN AN ARC OF: 0.077215  MG/KG/DAY
THE EXISTING ARC I8 EQUIVALENT TO: 68.862 % OF THE ADI.
PROPOSED NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY)

RESULT IN AN ARC OF: - - 0,000867  MG/KG/DAY
THESE NEW ANTICIPATED RESIDUES WILL OQCCUPY: 3.468 % -OF THE AD1.
IF THE NEW ANTICIPATED RESIDUES (CURRENT PETITION ONLY) )

ARE APPROVED THE RESULTANY ARC WILL BE: 0.018082  MG/KG/DAY
THE NEW ARC WILL OcCCuUPY 72,330 % OF THE ADI.
OTHER PENDING ANTICIPATED RESIDUES EXCLUDING THE

CURRENT NEW PETITION HAVE AN ARC OF: 0.000063  MG/KG/DAY
THIS ARC MWELL QCCUPY . ©9.252 % OF THE ADI.

IF ALL PENDING ANTICIPATED RESIDUES (INCLUDING THE

CURRENT NEW PETITION) ARE GRANTED

THE RESULTANT ARC WILL BE: 0.018146 ~ MG/KG/DAY
THE TOTAL ARC WILL OCCUPY 72.582 % OF THE ADI.

kiR
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